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DECI SI ON ON APPEAL

This is an appeal pursuant to 35 U S.C. §8 134 fromthe

final rejection of clains 25 through 35 and 37, the only

Application for patent filed Septenber 27, 1993, which is
a continuation of Application No. 07/778,920 filed March 2,
1992, now abandoned.
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claims in the application. As evident fromrepresentative
appeal ed cl aim

25 reproduced bel ow, the subject matter on appeal is directed
to an aci di c pharnmaceutical cream preparation containing the
active ingredient, podophyllotoxin, and between 3 and 15

wei ght percent of fractionated coconut oil triglyceride.

25. A pharmaceutical cream preparation, consisting
essentially of:

an effective anount of podophyllotoxin for treating
psoriasis or condyl oma acum nata, and between 3 and 15
wei ght percent of a nediumchain length liquid
triglyceride which is a fractionated coconut oil;

wherein the cream preparation is prepared by

suspendi ng t he podophyllotoxin in the liquid triglyceride
to forma fatty phase, and then emulsifying the fatty
phase with an aqueous phase; and

wherei n the pharmaceutical cream preparation
possesses a pH val ue of between 2 and 6.

Prior art references relied upon by the exam ner as

evi dence of obvi ousness are:

Evers 4,235, 889 Nov. 25,
1980
Jacobsen et al. (Jacobsen) 0,119, 852 Sep. 26
1984

Eur opean Pat ent Application
Leander et al. (Leander) 4,788, 216 Nov.
29, 1988
Maki no et al. (Makino) 4,789, 667 Dec. 6
1988
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The appeal ed clains 25-35 and 37 stand rejected under
35 U.S.C. §8 103 as bei ng unpatentabl e over the conbination of
Leander, Makino, Evers and Jacobsen. W affirm

As background, we note that appellants’ clained
pharmaceutical cream conposition is used for the treatnent of
psoriasis and condyl oma acum nata (genital warts), and for
this purpose the conposition includes the active ingredient,
podophyl | otoxin. See the specification at page 1. Wile the
use of this active ingredient for treatnment of each of these
di seases is known (specification, page 1, lines 20-27),
appel l ants all ege that the presence of a nediumchain | ength
liquid triglyceride, such as fractionated coconut oil,? in
t hei r podophyl | ot oxi n conposition unexpectedly results in a
stabl e preparation that is effective and has few side effects
when used to treat psoriasis and condyl oma acum nata. See the

specification at page 2, |ines

2 Fractionated coconut oil consists of a triglyceride of
caprylic/capric acid (G and C, acids). A commercially

avai l able formof fractionated coconut oil is sold under the
trade nane Mglyol. See the specification at page 2, lines
27-31.
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1-7 and lines 24-31. To avoid unwanted side effects when
treating psoriasis, appellants state that the concentration of
podophyl | ot oxi n shoul d be kept |ow, and a preparation
cont ai ni ng about 0.1 weight percent is preferred. See the
specification at page 2, |ines 8-15.

As evi dence of obviousness of the clainmed subject matter
on appeal, the exam ner relies on the conbined discl osures of
Leander, Makino, Evers, and Jacobsen. Appellants characterize
Leander, the examner’s “primary reference,” as disclosing a
met hod of treating psoriasis using a podophyllotoxin cream
conposition, “but no specific pharnmaceutical preparation is
described.” See the specification at page 1, lines 24-27. 1In
fact, Leander describes a detailed clinical investigation
using creanms containing 0.1% 0.25% and 0.5% podophyl | ot oxi n
for treatnment of 152 patients afflicted with psoriasis
vul gari s which produced “statistically significant
i nprovenents” at all three dosage |evels. See Leander at
colum 4, line 21 to colum
5, line 8 Although the Leander reference does not
specifically describe how the prior art podophyllotoxin creans
were made or the specific ingredients included therein, the

4
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reference indicates that as carrier materials for the cream
“Ia]ll those materials can be used which are known to be
useful in the preparation of pharmacol ol ogi cal preparations,
provi ded they do not react unfavorably with the active
conmpound or exert some unsuitable effect together therewith.”
See colum 2, lines
21-26. Thus, contrary to appellants’ argunents in the brief
at page 6, the above disclosure in Leander inplies that the
probl em of providing a stable pharnmaceutical cream preparation
was a prior art concern. Further, Leander states that “[I]t
is wwthin the know edge of one skilled in the art to prepare a
sui tabl e conmposition when the way of adm nistration and ot her
conditions of adm nistration are known." See colum 2, |ines
21-38 of Leander.

In his answer at pages 6 and 8, the exam ner contends
that appellants’ clained fractionated coconut oil cream
conponent “is well known in the art of pharmaceuti cal

conmpoundi ng” and has been used in creamfornul ations as “a

standard carrier.” Since appellants have raised no chall enge
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to these statements® in their briefs, we accept them as being

fact ual . In re Eskild,

387 F.2d 987, 989, 156 USPQ 208, 209-10 (CCPA 1968).

Based on the argunments in appellant’ brief at page 6, we
assune that Leander actually used a carrier other than
fractionated coconut oil in the described prior art creans.
(Appel  ants’ assi gnee and co-appell ant Kurt Leander have not
favored this record by disclosing what specific ingredients or

carrier conponents were utilized in the creans described in

3 The exam ner’s statenents are supported by di scl osures
in U S. Patent No. 5,104,656 issued to Seth et al.(Seth) on
April 14, 1992 and U. S Patent No. 4,837,019 issued to
Ceorgalas et al. (CGeorgalas) on June 6, 1989. See columm 2,
lines 39-42 and exanples 1 and 2 of Seth which describes an
i buprofen-S creamutilizing 2 to 15 percent of fractionated
coconut oil as the oily conponent of an oil-in-water enul sion
used in a creamfornulation, and the skin treatnent cream
conposition of exanple 1 of CGeorgalas which utilizes a
propyl ene gl ycol dicapryl ate/di caprate conponent referred to
as Mglyol 840. See the exam ner’s discussion of these
references in the answer at page 6. Also see U S. Patent No.
4,150, 141 issued to Berger on April 17, 1979 which describes a
typi cal topical pharmaceutical cream dosage formfor the
treatnent of scabies as including Mglyol 812(caprylic/capric
triglyceride) as a conponent in the |lipid phase of the cream
See colum 3, lines 49-60 of Berger. A copy of this reference
is attached to this decision. All the above cited prior art
establishes that, as of appellants’ filing date, fractionated
coconut oil was a well-known non-reactive excipient for
preparing creans in the pharmaceutical art.

6
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the prior art Leander patent). However, we agree with the

exam ner that it would have been prima facie obvious to

utilize the prior art “standard carrier,” fractionated coconut
oil, as a carrier material conponent for the podophyll otoxin
creans described in the Leander patent, invited by Leander’s
statenent that all useful prior art carrier materials may be
utilized by one skilled in the art to prepare the prior art
creans especially those which do not react unfavorably with
the active conpound or exert some unsuitable effect when
conmbined with the active conpound.

Mor eover, notw t hstandi ng appellants’ argunents in the
brief, we agree with the exam ner that Makino constitutes
addi ti onal evidence of the obviousness of successfully using
fracti onated coconut oil in a podophyll otoxin cream

conposition. In this regard, Mkino teaches a cream

preparation which may include, inter alia, podophyllotoxin as
an active ingredient and may include the “normally used”
fracti onated coconut oil as an oil conponent for a body
tenperature sol uble solid preparation. See Mkino at col um
9, line 44; colum 11; lines 49-68. Thus, the exam ner

persuasi vely argues that it would have been obvious to a

7
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person with ordinary skill in the art to utilize the
fractionated coconut oil of Makino as a carrier for Leander’s
creans, because “Makino teaches that fractionated oil is a
conventional excipient for body tenperature-soluble solid
preparations such as creans. . . . ” See the answer at page
3. Contrary to appellants’ argunents, the appeal ed
“consisting essentially of” conposition clainms do not exclude
t he presence of Makino s required penetration enhancer
conponent, because there is no evidence of record
denonstrating that a penetration enhancer conmponent woul d
“materially affect the basic and novel characteristics” of

appel l ants’ conposition. In re Herz,

537 F.2d 549, 551-52, 190 USPQ 461, 463 (CCPA 1976).

We recogni ze that the clained cream preparati on nust
possess a pH val ue of between 2 and 6. Wth respect to this
cl ai med requi renment, Jacobsen teaches a pharmaceuti cal
preparation incorporating the clained active ingredient
(Jacobsen, page 2), which is preferably buffered to a pHin
the range of 2.5 to 6 to 1) increase the efficacy of the
conposition and 2) inprove the stability of the conposition.
See Jacobsen at page 4. W agree with the exam ner that one

8
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of ordinary skill in this art would have been led to buffer
the Leander creans to a pH value as clainmed, notivated by the
desire and a reasonabl e expectation of enhancing the efficacy
of the podophyl |l otoxin preparation. See the answer at page 4.
Evers di scl oses a pharnmaceutical preparation for the
treatment of psoriasis with a carrier conprising coconut oi

and an enulsifier. See Evers at colum 1, |lines 15-17, 31-38.

(The examner primarily cites Evers to teach the use of an
antioxidant, a limtation that appears exclusively in

i ndependent claim 37, as a comon conponent for preparations
directed to the treatnent of psoriasis which “prevent

oxi dative destruction” in the preparation. See the answer at
pages 3 and 4 and Evers at columm 4, lines 15-29.) In our
view, one may reasonably inply fromthe rel evant discl osures
in Evers that a person of ordinary skill in this art would
have had a reasonabl e expectati on of success when using
fracti onated coconut oil (i.e., the G and

C, saturated acid glyceride conponents contained in coconut
oil) in Leander’s creans when treating patients suffering from

psori asi s.
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In light of the above, we agree with the exam ner that
t he conbi ned teachings of the references relied upon by the

exam ner are adequate to establish a prima facie case of

obvi ousness for the subject matter defined by appeal ed cl aim
25. To the extent that appellants’ specification asserts that
the clained conposition is allegedly unexpectedly stable and
has denonstrated an all eged “superior effect in conparison
with placebo after only four weeks of treatnment” of patients
suffering frompsoriasis (specification, page 2, lines 1-6 and
page 4, lines 21-36), we note that appellants have offered no
data with respect to these properties or effects for the
cl ai med conpositions or for the prior art creans described in
Leander, the closest prior art. Accordingly, we find that the
subj ect matter defined by appeal ed cl ai m 25 woul d have been
obvious within the neaning of 35 U S.C. § 103, and we
therefore affirmthe rejection of this claim Since appeal ed
clains 26-30 and 37 fall with appeal ed claim 25, we
necessarily also affirmthe rejection of these clains.
Appel l ants ask for separate consideration for the subject
matter defined by appealed clains 31-35 which relates to a

cream preparation containing an effective anpunt of

10
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podophyl l otoxin for treating condyl oma acum nata. Suffice it

to say that since the effective anmount of the active
ingredient for the treatnent of psoriasis is substantially the
sane as the effective anount of the active ingredient for
treating genital warts (specification, page 2, lines 8-15 and
lines 19-24), this clainmed requirement which is directed to
the i ntended use of the conposition does not serve to
differentiate the claimed conposition fromthat of Leander.
Agai n, see Leander at colum 4, lines 27-29. Accordingly, we
also affirmthe rejection of appeal ed clains
31- 35.
The decision of the exam ner, accordingly, is affirnmed.
No time period for taking any subsequent action in
connection with this appeal may be extended under 37 CFR
8§ 1.136(a).

AFFI RVED

ANDREW H. METZ )
Adm ni strative Patent Judge

JOHN D. SM TH

)
)
)
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